(12) INTERNATIONAL APPLICATION PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT) 



(19) World Intellectual Property Organization 

International Bureau 

(43) International Publication Date 
11 December 2008 (11.12.2008) 




PCT 



llll II III III III I I Mill III III III II III 

(10) International Publication Number 

WO 2008/148714 Al 



(51) International Patent Classification: 

A61B 19/02 (2006.01) A61M 5/32 (2006.01) 
A61C 19/02 (2006.01) A61M 25/00 (2006.01) 
A61M5/00 (2006.01) 

(21) International Application Number: 

PCT/EP2008/056698 

(22) International Filing Date: 30 May 2008 (30.05.2008) 

(25) Filing Language: English 

(26) Publication Language: English 



(30) Priority Data: 

60/942,326 



6 June 2007 (06.06.2007) US 



(71) Applicant (for all designated States except US): UN- 
OMEDICAL A/S [DK/DK]; Birker0d Kongevej 2, 
DK-3460 Birker0d (DK). 

(72) Inventor; and 

(75) Inventor/Applicant (for US only): NIELSEN, Jens, Ege- 
bjerg [DK/DK]; Englerupvej 86, DK-4100 Ringsted (DK). 



(74) Agent: ZACCO DENMARK A/S; Hans Bekkevolds Alle 
7, DK-2900 Hellerup (DK). 

(81) Designated States ( unless otherwise indicated, for every 
kind of national protection available): AE, AG, AL, AM, 
AO, AT, AU, AZ, BA, BB, BG, BH, BR, BW, BY, BZ, CA, 

CH, CN, CO, CR, CU, CZ, DE, DK, DM, DO, DZ, EC, EE, 
EG, ES, FI, GB, GD, GE, Gil, GM, GT, IIN, IIR, IIU, ID, 
TL, TN, IS, .TP, KE, KG, KM, KN, KP, KR, KZ, LA, EC, 
LK, LR, LS, LT, LU, LY, MA, MD, ME, MG, MK, MN, 
MW, MX, MY, MZ, NA, NG, NI, NO, NZ, OM, PG, PH, 
PL, PT, RO, RS, RU, SC, SD, SE, SG, SK, SL, SM, SV, 
SY, TJ, TM, TN, TR, TT, TZ, UA, UG, US, UZ, VC, VN, 
ZA, ZM, ZW. 

(84) Designated States ( unless otherwise indicated, for every 
kind of regional protection available): ARIPO (BW, GH, 
GM, KE, LS, MW, MZ, NA, SD, SL, SZ, TZ, UG, ZM, 
ZW), Eurasian (AM, AZ, BY, KG, KZ, MD, RU, TJ, TM), 
European (AT, BE, BG, CH, CY, CZ, DE, DK, EE, ES, FI, 
FR, GB, GR, HR, HU, IE, IS, IT, LT, LU, LV, MC, MT, NL, 
NO, PL, PT, RO, SE, SI, SK, TR), OAPI (BF, BJ, CF, CG, 

CI, CM, GA, GN, GQ, GW, ML, MR, NE, SN, TD, TG). 

Published: 

— with international search report 



(54) Title: PACKING ALLOWING GAS STERILISATION 



< 



00 




00 



(57) Abstract: This invention relates to a packing for a medical device comprising a fabric or non-woven based layer e.g. provided 
with an adhesive surface or another layer for securing a device to the skin of a patient. The packing comprises at least one layer (1 
) impenetrable to gas which layer has at least one opening (5), said opening (5) is covered by a filter layer (11) which is permeable 
for sterilization gas, wherein the filter layer (11 ) is a part of the medical device to be sterilised. According to one embodiment the 
part of the filter layer (11 ) surrounding the opening (5) is placed in close contact with two opposing parts of the packing where a 
{N| first part of the packing (1 ) which is provided with the opening (5) is in close contact with a first side of the filter layer (11) and the 
a. second part of the packing (8) is in close contact with the opposite side of the filter layer (11 ). 
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Packing allowing gas sterilisation 

This invention relates to a packing for a medical device comprising a fabric or 
non-woven based layer e.g. provided with an adhesive surface or another 
layer for securing a device to the skin of a patient. 

5 Background of the invention 

Sterilisation by gas is well known within sterilisation of medical equipment. 
E.g. from US patent no. 5.372.787 it is known to use a sterilizing container for 
medical and surgical instruments comprising a box with a bottom part and a 
cover for sealing the bottom part in a germ-tight manner, the side walls of the 

10 bottom part of the box have openings covered on the outside with germ-tight 
but sterilization gas permeable filter layers which are held in position by 
retaining plates mounted on the side walls, the cover of the box being locked 
to the bottom part by a locking structure formed at one end of the box at 
which the cover and bottom part includes retaining structures receiving a 

15 safety tag which covers the locking structure when the cover is closed in 
such a way that the safety tag is firmly positioned in front of the locking 
structure and the locking structure is only accessible by destroying the safety 
tag. 

The present invention is a packing suitable for a medical device, e.g. an 
20 infusion set or another medical device provided with a skin penetrating 
member and intended for positioning on the patients skin, which medical 
device comprises a mounting pad or another filter layer as a part of the 
medical device i.e. the filter layer is unreleasably fastened to or is an 
unreleasble part of the medical device and will be removed together with the 
25 medical device when the medical device is removed from the packing. The 
filter layer or at least a part of the filter layer provides access for sterilisation 
gas and prevents access of germs. The packing is constructed in such a way 
that separate filter layers being part of the packing and not of the medical 
device to be sterilised are not needed. 

30 Summary of the invention 
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According to the present invention a packing for a medical device is provided. 
This packing comprises at least one layer impenetrable to gas which layer 
has at least one opening, said opening is covered by a filter layer which is 
permeable for sterilization gas wherein the filter layer is a part of the medical 
5 device to be sterilised. This means that the filter layer is unreleasably 
secured to the medical device contrary to being unreleasably secured to the 
packing or being a separate part embedded in the packing. 

Further the part of the filter layer surrounding the opening is placed in close 
contact with two opposing parts of the packing where a first part of the 

10 packing which is provided with the opening is in close contact with a first side 
of the filter layer and the second part of the packing is in close contact with 
the opposite side of the filter layer. In the embodiment shown in the figures 
the first part of the packing is constituted of a top part of the packing and the 
second part of the packing is constituted of a bottom part of the packing. The 

1 5 two parts are pressed together in order to create the close contact. 

In one embodiment the filter layer is part of a mounting pad provided with a 
single sided adhesive coating and the adhesive coating can e.g. face the 
second part of the packing. Further the adhesive coating is provided with a 
release layer. 

20 According to one embodiment the filter layer comprises a non-woven backing 
with good skin compatibility. The backing should be permeable to the used 
sterilisation gas which could e.g. be ethylene oxide gas. 

According to one embodiment the packing is used for an infusion part 
comprising a body of a hard material, a mounting pad provided with an 
25 adhesive surface and a cannula. 

Description of the drawings 

Embodiments of the invention will now be described with reference to the 
figures in which: 

Figure 1 shows a cut through a first embodiment of a packing of an infusion 
30 set according to the invention. 
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Figure 2 shows a cut through a second embodiment of a packing of an 
infusion set according to the invention provided with a separate insertion 
needle. 

Figure 3 shows a cut through the second embodiment of a packing of fig. 2 
5 where the separate insertion needle is withdrawn from the cannula. 

Figure 4 the embodiment of fig. 2 and 3 in a side view. 

The packing of fig. 1 is constituted of two separate parts, a top part 1 and a 
bottom part 8, made of a relatively hard plastic. The top part 1 covers the 

10 side of the packed medical device which during use is turned away from the 
patient i.e. the distal side; the bottom part 8 covers the side of the packed 
medical device which during use is turned towards the patient i.e. the 
proximal side from which side a skin penetrating part extends. That the 
material is relatively hard means that the material keeps the form that it was 

15 given during making e.g. by molding. 

In this embodiment the medical device is a port or gateway part which is 
comprising a body part 10, a mounting pad 11 having an adhesive surface 
12, a cannula 13 and a septum 14 which is protecting the entrance of the 
cannula from being contaminated with microorganisms. The medical device 
20 could also be an infusion part provided with means for joining it with a 
delivering part delivering a defined amount of medication e.g. insulin, or the 
medical device could be a measuring device provided with a skin penetrating 
sensor. 

The top part 1 comprises a cylindrical or upright circular wall 2 having at least 
25 one protruding part 6, a flat circular part which provides a close fit for at least 
a part of the mounting pad 11 and a central domed part which provides a 
close fit for the body 10 of the infusion part. The central domed part of this 
embodiment is provided with handle parts 3 which make it possible to 
separate the top part 1 from the bottom part 8. 



WO 2008/148714 



4 



PCT/EP2008/056698 



In the embodiment shown in fig. 1 an introducer needle 4 is embedded in the 
top part 1 , this means that the introducer needle 4 is unreleasably fastened to 
the top part 1 and is removed from the medical device when the top part 1 is 
separated from the medical device. 

5 An opening 5 is placed in the flat circular part of the top part 1 . The opening 5 
is covered by the upper surface, i.e. the surface which is not adhesive, of the 
mounting pad 11. The upper surface of the mounting pad 11 is kept close to 
the edge of the opening 5 and thereby provides a germ-tight seal as the 
mounting pad 1 1 is squeezed against the top part 1 by the bottom part 8. 

10 The opening 5 allows sterilization gas to enter into the inside of the packing 
and the close fit of the mounting pad 11 around the edge of the opening 5 
prevents microorganisms from entering through the opening into the inside of 
the packing of the medical device. 

The bottom part 8 comprises a cylindrical or upright circular wall having at 
15 least one open passage 7 corresponding to the at least one protruding part 6 
of the top part 1 , and a flat circular part corresponding to the flat circular part 
of the top part which together with the top part 1 provides a close fit for at 
least the part of the mounting pad 11 surrounding the opening 5. Further the 
bottom part 8 is provided with a central cylindrical part 9 providing a 
20 protected space for the introducer needle 4 and the cannula 13. 

The top part 1 and the bottom part 8 are separated from each other by 
grapping the handle part 3 and rotating the top part 1 relative to the bottom 
part 8. When rotated the protruding part or parts 6 of the top part 1 will 
ensure that the top part 1 moves away from the bottom part 8 with a spiral 
25 motion. 

The adhesive surface 12 of the mounting pad 11 is either provided with a 
separate protective layer covering the adhesive surface or the inner surface 
of the bottom part 8 can constitute such a protective layer. If the inner surface 
of the bottom part 8 constitutes the protective layer another motion than 
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rotation would be suitable when separating the top part 1 and the medical 
device from the bottom part 8. 

Figures 2, 3 and 4 show a second embodiment of a packing for a medical 
device according to the invention. Same reference numbers are used for 
5 similar parts as shown in figure 1 . 

In the embodiment of fig. 2 the introducer needle 4 is embedded in a 
separate unit 15 which means that the unit 15 including the introducer needle 
4 can be removed independently of the top part 1 from the medical device. 

The mounting pad 1 1 should be made of a material which is permeable for a 
10 sterilization gas e.g. ethylene oxide, formaldehyde, ozone or another suitable 
kind of sterilization gas and at the same time the material of the mounting 
pad 1 1 should be impenetrable for microorganisms and germs. 

An example of a suitable mounting pad material is a material constituted of a 
non-woven backing e.g. made of polyester, the backing is single sided 
15 coated with a pressure sensitive adhesive e.g. an acrylic adhesive. In one 
embodiment the pressure sensitive adhesive is covered with a release layer 
which layer protects the adhesive before use and assures an optimum 
performance of the adhesive layer. Such a release layer can be a silicone 
based paper. 

20 Such a material is e.g. sold by BSN medical under the name "Klebevlies". 
This product has a proven biological safety according to MDD 93/42 which is 
equivalent to a CE marked BSN-medical product for wide area fixation 
(Fixomull stretch). "Klebevlies" consists of white, one-way stretchable 
polyester non-woven backing coated with a single sided with pressure 

25 sensitive acrylic adhesive. The adhesive is covered with silicone based 
release paper and the product is supplied in rolls. The adhesive is 
microporous which means that it is permeable to air and vapour and it has 
excellent skin compatibility. 

The mounting pad e.g. can have the following physical properties (test 
30 method): 
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Adhesion to steel: > 1 

Air permeability: > 1 

Coating weight of adhesive: 47 
Thickness of non-woven backing: 
5 Thickness of release paper: 



.0 N/cm (JBS.40000083) 
.0 cm/cm/s (JBS.40000050) 
g/m 2 ± 3 g/m 2 (JBS.40000051 ) 

0.48 ± 0.2 mm 

77 ± 10 pm 
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Claims 

1. Packing for a medical device (10, 11, 12, 13) which packing comprises at 
least one layer (1) impenetrable to gas which layer has at least one opening 
(5), said opening (5) is covered by a filter layer (11) which is permeable for 

5 sterilization gas, characterized in that the filter layer (11) is a part of the 
medical device to be sterilised. 

2. Packing according to claim 1, characterized in that the part of the filter 
layer (11) surrounding the opening (5) is placed in close contact with two 

10 opposing parts of the packing where a first part of the packing (1) which is 
provided with the opening (5) is in close contact with a first side of the filter 
layer (11) and the second part of the packing (8) is in close contact with the 
opposite side of the filter layer (1 1 ). 

15 3. Packing according to claim 2, characterized in that the filter layer is part 
of a mounting pad (11) provided with a single sided adhesive coating. 

4. Packing according to claim 3, characterized in that the adhesive coating 
faces the second part of the packing (8). 

20 

5. Packing according to claim 3 or 4, characterized in that the adhesive 
coating is provided with a release layer. 

6. Packing according to any preceding claim, characterized in that the filter 
25 layer (1 1 ) comprises a non-woven backing with good skin compatibility. 

7. Packing according to any preceding claim, characterized in that the 
medical device is an infusion part comprising a body (10) of a hard material, 
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a mounting pad (11) provided with an adhesive surface (12) and a cannula 
(13). 
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